02/27/2006 11:33 FAX 215 453 9237 



Howard Eisenberg 



12)001/011 



Howard Eisenberg, Esq. 

PATENT ATTORNEY 
2206 Applewggd Court 
Perkasie, Pennsylvania 1 8944 
(215)453-9237 
Fax: (215) 701-0803 
patems@ho warde iscnberg.com 



RECEIVED 
CENTRAL FAX CENTER 

FEB % 7 2006 



FAX COVER SHEET 

FAX NUMBER TRANSMITTED TO: (571) 273-8300 



To: US Patent and Trademark Office 

From: Howard Eisenberg 

Serial No.: 09/614,790 

Inventor(s): Sharon F. Kleyne 

Title: METHOD AND KIT FOR MOISTURIZING THE SURFACE OF THE EYE 

Filed: July 12, 2000 

Any No.: RME/7982.0001 

Daie: February 27, 2006 



DOCUMENTS " " 

Transmittal Form 

Fee Transmittal Form 

, Credit Card Payment _Form ($250) 

1 Notice of Appeal _ _ 

, Pre-Appeal Brief Request for Re view 

Reasons for Pre- Appeal Bri ef Re quest f or Revie w 



y.l WQMBER OF PAGES* 
One 

— ° ne __ " 
" One 

One ' 

; Five _ 



* NOT COUNTING COVER SHEET. IF YOU OO NOT RECEIVE ALT, PAGES, PLEASE TELEPHONE US 
IMMEDIATELY AT (215)453-9237. 



PAGE 1/1 1 * RCVD AT 2/2712006 10:33:13 AM [Eastern Standard Time] * SVR:USPTO£FXRF-5/8 * DNIS:2738300 * CSID:215 453 9237 * DURATION (mm-ss):0340 



FtECEiVED 

02/27/2006 11:34 FAX 215 453 9237 Howard Eisenberg CENTRAL FAX CENTER ©002/011 

FEB 2 7 2006 



PTO'SB/21 (09-04) 
Approved for uae through 07/3 1/2006. OMB 0651-0031 
U.S. Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 



Ufliie^feeJ^erwdrtt ReducHon Act of 1995 nojeiHoni 


i ara reaulred to retoond lo » coif 


:ction of information unlaas It display * valid OMR mntnol number 


TRANSMITTAL 
FORM 

f/ro b& US90 tor&u CQfr$$fiCfi4once 3 fter initial filing) 


Application Number 


09/614,790 ^ 


Filing Dale 


Jufy 12, 2000 


First Named Inventor 


Sharon F. Kleyna 


Art Unit 


1917 


Examiner Name 


Wang, Shangjun 


V_ Toial Number Of Pages in This Submission 10 


Allo/ney Oocket Number 


HME/7982.0O0T J 



ENCLOSURES {Onsen au wot apply) 



0 
□ 



n 
□ 
□ 

□ 
□ 



Fee Transmural Form 
Fee Attached 

Amendment/Reply 
Aftor Final 
□ Affldavks/dsclarationfs) 
Extension of Time Request 
Express Abandonment Request 
Information Disclosure Statement 



Cartlfied Copy of Priority 
Dccumeni(fi) 

Reply to Missing Parts/ 
Incomplete Appticallon 

Reply lo Missing Parts 
under 37 CFR 1 52 gr 1 ,53 



□ 



□ 
□ 

n 
□ 
□ 
□ 
□ 
□ 



[ Remarks" 



Drawing (s) 

Licensing -related Papers 
Petition 

PeUilon lo Convert lo a 
Provisional Application 
Power of Attorney, Revocation 
Change of Correspondence Address 

Terminal Disclaims r 
Request for Refund 

CO, Number of CD(s) 

I 1 Landscape Table on CD 



□ 

n 

□ 



After Allowance Communication 10 TC 

Appeal Communication to Board 
of Appeals and Interferences 

Appeal Communication to TC 
(Appeal Notice, Brief, Reply Brief) 



Proprietary Information 

□ Status Letter 

0 Other Enclosure(s) (please Identify 
below): 

Pre-AppaaJ Brief Request for Review (1 pg) 
with reasons for requested review (5 pqs) 



SIGNATURE OF APPLICANT, ATTORNEY, OR AGENT 



Firm Name 



Howard EisenberQ. Esq. 



2& 



Signature 



Printed n^me 



Howard Eisenberg 



Date 



February 27, 2006 



Reg. No. 36 ?89 



CERTIFICATE OF TRANSMISSION/MAILING 



I hereby certify that this correspondence is being facsimile transmitted to the USPTO or deposited with the United States Postal Service with 
sufficient postage as first class mail in an envelope addressed to: Commissioner for Patents, P.O. Box 1450, Afexandria* VA 22313-1450 on 
the date shown below; 



Signature 



\Typed or printed name 



Hpwerd Eisenberg 



Date 



February 27, 2006 



This collection Of information is required by 37 CFR 1,5, The information is required lo obtain or retain a benefit by ihe public which i* lo file (and by thB USPTO 10 
procsss) an application. Conffdentjaiity i* governed by 35 U S C 122 and 37 OF* 1,11 and! 14 Thia collection Is estimated lo 2 hours lo complete, including, 
gathering, preparing, and submitting lha completed application form lo the USPTO Time will vary depending upon IhB individual case, Any comments on the 
amouni of lime you require to complete thi* f&mi and/or suggealiona for reducing lht* burden, should be flBnl 10 the Chler information Officer. U S Pfiteni and 
Trademark Office. U.S. DBpBnment of Commerce. P.O. Box 1450, Alexandria. VA 22313-1450. OO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS Send TO; Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 



if you need assistance in ccmpteting the form, caff i~800-PTO*9199 ana se/ecr option 2. 



PAGE 2/ir RCVD AT 212712006 10:33:13 AM [Eastern Standard Time] ' SVR:USPTO£FXRF-5/8 * DNIS:2738300 • CSID:215 4S3 9237 * DURATION (mm-ss):03-40 



fteoeiVED 

02/27/2006 11:34 FAX 215 453 9237 Howard Eisenberg CENTRAL FAX CENTER ©003/011 



FEB 2 7 2006 



PTO/SB/17 (12-04V2) 
Approved for g« through 07/31/2006. OMB 0651-0032 
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
Under the Paperwork Requet($r> AC I Of 1995_ no. persons are re^u trejjo rosjgontfjoa oollecllort of Information gnlea$ * display* a valid QMS comroVn umber 



Effective on 12/08/2004 
fe&s pursuant to fne Cw>$Qim&9 AppfOpriMcn* Act, 2005 (H R 491 9) 

FEE TRANSMITTAL 

For FY 2005 



171 Applicant claims small enlily status. See 37 CFR 1.27 



TOTAL AMOUNT OF PAYMENT (E) 



250 



Complete if Known 



Application Number 



Filing Date 



Firsl Named Inventor 



Examiner Name 



Art Unit 



Attorney Docket No. 



09/614,790 



July 12, 2000 



Sharon F. Kleyne 



Wang, Shengjun 



1617 



HME/7962.001 



METHOD OF PAYMENT (check all that apply) 



[^] Check 0 Credit Card ED Money Order LJfvlone EH Other 



(p]ca&c identify): 



[ I Deposit Account OepoaJi Account Number: 50- 1 773 



Deposit Accoum Nome: Howard Eisenberg 



For the above-Identified deposit accounts the Direaor Is hereby authorized to: (check all thai apply) 

Q Charge fee(s) indicated below Q Charge fee(s) | nd | ca[ed bel0W( except for tnB fl || ng fee 

rj\ CT^e ar y; adtftional fee(s) or underpaymante of fee(s) f/l ^ any overpayments 
unoer 3» trN (.is and 1.17 

WARNING: Information on this form may become public. Credit card information should not be Included on this form. ProvldB credit card 
information and authorization on PTO-2Q36, 



FEE CALCULATION 



1. BASIC FILING, SEARCH, AND EXAMINATION FEES 



Application Type 



FILING FEES 

Small Entity 
Ee©l£] Eee_($) 



SEARCH FEES 

Small Entity 
Fee {$) Fee (S) 



EXAMINATION FEES 
_ , Small Entity 



Fee* Paid m 



Utility 


300 


150 


500 


250 


200 


100 


Design 


200 


100 


100 


50 


1 30 


65 


Plant 


200 


1 00 


300 


J 50 


160 


30 


Reissue 


300 


150 


500 


250 


600 


300 


Provisional 


200 


1 00 


0 


0 


0 


0 



2. EXCESS CLAIM FEES 
Fee Description 

Each claim over 20 (including Reissues) 
Each independent claim over 3 (including Reissues) 
Multiple dependent claims 
Total Claims Extra Claims Eefl_L$) Fee Paid (51 

9 -20 or 43= 0 X 25 0 

HP = highBai number of lotal cl^ms pafd for, if greater lhan 20. 
Indop. Claimj Extra Claims Foe <$] 

J -3or5= n X 10Q 



Small Entity 
Fee ($) Fee m 

50 25 

200 100 

360 180 

Multiple Dependent Claims 

Fee {$) Fee Paid (&\ 



EftlPald ffl 
_Q 



MP = highest number of independent claims paid Tor, if greater than 3. 
y APPLICATION SIZE FEE 
If the specification and drawings exceed 100 sheets of paper (excluding electronically filed sequence or computer 
listings under 37 CFR 1.52(e)), the application size fee due is 5250 (S125 for small entity) for each additional 50 



sheets or fraction thereof See 35 U.S-C. 41(a)(1)(G) and 37 CFR 1.1 6(s). 
Total Sheets Extra Sheets Number of each additional So or fraction thereof 



100 = 



/50: 



. (round up to a whole number) x 



reef SI 



4. OTHER FEE(S) 

Non-English Specification 



SI 30 fee (no small entity discount) 
Other (e.g., late filing surcharge): Notics of Appeal 



Fee Paid fS) 



Foes Paid fSl 



_250_ 




Registration No. ,_ 

(Aitamty/AgcnO 3B - 7 ^ 



Telephone ( 2 15)453-9237 



Dale February 27, 2006 



This collection of information is required by 37 CFR i 138. The information is required 10 orjiam or retain a benofil by the public which Is to file (and by the 
USPTO lo process) an application. CdnridanUalily is governed by 3$ U,S C, 122 and 37 CFR l. 14. This collection is estimated 1o lake 30 minutes to complete, 
irtciodjng gathering, preparing, and submitting the completed application form lo (he USPTO. Time will vary depending upon the Individual case. Any comments 
on the amount of time you require to complete this form end/or suggestions for reducing this burden, should be sent to the Chief Inform ation Officer. U.S. Patent 
and Trademark Office. U.S. Department of Commerce, P.O. Box 1450, Aleicandna, VA 223 13-1450. DO NOT SEND FEES OR COMPLETED FORMS TO THIS 
ADDRESS SEND TO: Commissioner for Patents, P.O. Box 1450, Alexandria, VA 22313-1450. 

if you need assistance in completing the form, caff 1-8Q0'PT&91Q9 ands*foct option 2. 



PAGE 3/1 1 * RCVD AT 212712006 1 0:33:13 AM [Eastern Standard Time] * SVR:USPTO-EFXRF-5f8 * DNIS:2738300 ' CSID:215 453 9237 ' DURATION (mm-ss):0340 



02/27/2006 11:35 FAX 215 453 9237 



Bg&EiVlD 

Howard Eisenberg CENTRAL FAX CENTER © 006/011 



FEB 2 7 2006 



Doc Code: AP.PRE.REQ — — — pto/sb/33 w-qs) 

^ Approved for use through xx/kx/200x. OMB OSSi-OOxk 

U.S. Patent and Trademark Office; U S, OEPARTMENT OF COMMERCE 
Under tne Paperwork Reduction Aci of 1895, no persons are required to respond t o a collec tion of information unless it displays e valid OMB control number 



PRE-APPEAL BRIEF REQUEST FOR REVIEW 



Docket Number (Optional) 



I hereby certify thai this correspondence Is being deposited with the 
United SLaies Postal Service with sufflcjeni postage as first class mall 
in an envelope addressed 10 "Mall Stop AF, Commissioner for 
Patents, P.O. Box 1450, Alexandria, VA 22313- U50" [37 CFR 1.3(a)] 

on FetevAAw in. moU 



Signature. 




Typed or printed 
name 



Application Number 



Filed 



7 fa/ 2£><?<? 



First Named Inventor 



SHAM F &&fMG 



Art Unit 



Examiner 



Applicant requests review of the final rejection in the above-identified application. No amendments are being filed 
with this request. 



This request is being filed with a notice of appeal, 



The review is requested for the reason(s) stated on the attached sheet(s). 
Note; No more than five (5) pages may be provided. 



I am the 

| 1 applicant/Inventor 

Signalure 

□ assignee of record of tn© entire interest. LL/)t*ia f£tL^m~4 f 

See 37 CFR Statesmen! under 37 CFR 3.73(b) is enclosed. trV^AfCQ L 

(Form PTO/SB/96) Typed or printed name 

Telephone number 

(~| attorney or agent acting under 37 CFR 1.34. 9^(^-J / ^>0(^ 



Registration number if arcing under 37 CFR 1.34 ^^ww™— Date 



NOTE; Signatures of all the inventors or assignees of record of the entire interest or their representative^) ere required. 
Submit multiple forms If more than one signature is required, see below, 







'Tpl?J pf } form- 1 * f?rp snhmlrtftrt 



This collection of information ta required by 35 U.S.C. 132. The information i$ required lo obtain or retain a benefit cy ihe pubUe which i* to fil* (and by the USPTO 
10 proceaa) an application. CenfideritiaMy i; govemgd by 35 U.S C 122 and 37 CFR 1.1 \, 1.14 and 41.6. This collection is estimated to lafca 12 minutes lo 
complete, including gathering, preparing, and submitting the completed applies Lien form to the USPTO. Time will vary depending upon ihe individual ea*e, Any 
comments on Ihe amount of time you require to complete this form and/or suggestions for reducing this burden, should be sent 10 the Chief Information Officer, 
U S Palent and Trademark Office, U.S. Department of Commerce. p.O- Bo* 1460, Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMP16TSD 
FQRMS TO THIS ADDRESS. SEND TO; Mail Stop AF, Commissioner for Patenta, P.O. Box 1460, Alexandria, VA 22313-1460. 

If you /lead $s$i$twct in tc/rtetebng the form, catf 1-G00-PTO-9199 and select option 2 



PAGE 6/11 * RCVD AT 212712006 10:33:13 AM [Eastern Standard Timer SVR:USPTO-EFXRF-5/8 * DNIS:2738300 * CSID:215 453 9237 * DURATION (mm-ss):0340 



02/27/2006 11:36 FAX 215 453 9237 



Howard Eisenberg 



RICEIVED 
CENTRAL FAX CENTER 

FEB 2 7 2006 



@007/01 1 



Arty Doc. No. HME/7982.001 
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
PATENT APPLICATION EXAMINING OPERATIONS 



In re the Application of : 
Sharon F. Kleyne 

Serial No. 09/6)4,790 : 

Filed: July 12, 2000 : 

For a Patent for : 
METHOD AND KIT FOR MOISTURIZING 
THE SURFACE OF THE EYE 



Group Art Unit: 1617 
Examiner: Shengjun Wang 
Tel. No. (571)272-0632 
Date: February 27, 2006 



REASONS FOR PRE-APPEAL BRIEF REQUEST FOR REVIEW 

Mail Stop AF 
Commissioner for Patents 
P.O. Box 1450 

Alexandria, VA 22313-1450 
Dear Sir, 

In conjunction with the submission of a Pre-Appeal Brief Request for Review, 
Applicant submits the following reasons for request for review. 



REMARKS 

Claims 90-93 and 97-101 have been finally rejected in an Office Action mailed on 
November 30, 2005. As called for in independent claim 90, each of the rejected claims calls for a 
method for moisturizing the eye, which method comprises (1) spraying a mist consisting 
essentially of droplets of water (2) having an average diameter between 5 and 1 50 microns on the 
surface of the eye of a subject in need thereof, (3) wherein the amount of water that is sprayed on 

1 
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the eye is (3a) sufficient to hydrate the aqueous layer of the tear film on the eye of the subject but 
is (3b) below that which will wash away the tear film, and (4) wherein the mist is sprayed from a 
device comprising a (4a) sealed container, (4b) water within said container, and (4c) an actuator 
for spraying a mist of water from said container, and (5) wherein the water is sprayed on the 
surface of the eye within a period of 10 seconds. 

The Examiner has rejected all pending claims as being obvious under 35 U.S.C. 
§103(a) over the combined disclosures of Junkel, U.S. Patent No. 5,620,633; Hahn 9 U.S. Patent 
No. 5,893,515; Hutson, U.S. Patent No. 5,588,564, and Embleton et al (WO 97/23177). 

Applicani submits that the Examiner has failed to make a prima facie case of 

obviousness. 

Applicant has presented arguments that refute the finding of obviousness in an 
Amendment filed on September 6, 2005. The prior art, raken individually or in combination, does 
not suggest the features of the present invention. 

The primary reference, Junkel, U.S. Patent No. 5,620,633, has nothing to do with 
moisturizing the eye but rather discloses a misting device for cooling the body of one suffering 
from heat or dehydration due to sun exposure or sweating due to athletic endeavors, Junkel does 
not disclose applying the mist to the face or to a subject in need of moisturizing the eye. 

Hahn, U.S. Patent No. 5,893,515 discloses an apparatus for applying a mist of a 
comfort liquid or drug to the eye. Hahn does not disclose administering water to the surface of 
the eye. Rather, Hahn refers to moistening liquids, comfort liquids, eye drop liquids, or liquid 
medium. Applicant has previously submitted two Declarations, one by Dr. Rachael Garrett on 
December 1 8, 2001, who testified thai "Artificial tears, dry eye therapies, and comfort drops 

2 
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contain ingredients other than water that are essential for their beneficial effects", and one by Dr. 
Philip Paden on January 21 , 2004, who testified that the use of water as a moisturizing agent for 
the eye represents a significant departure from previously accepted doctrines in the field of 
ophthalmology. 

Additionally, Hahn discloses that the amount of comfort liquid that is to be 
administered to the eye is "a sufficient amount of comfort liquid or drug to saturate the eye 
without overflowing - about one drop/' Applicant submits that this is a teaching away from the 
present invention, which calls for an amount that will not wash away the tear film of the eye. As 
disclosed in the present specification on page 2, a drop has a volume of about 20 to 25 jul which is 
sufficient to Hood the eye and to wash away the tear film and replace it with the fluid that 
comprises the drop. This flooding the eye and washing away the tear film occurs even without 
overflowing the eye. Thus, the volume prescribed by Hahn is in direct contrast to that called for 
in the present claims. 

Hutson, U.S. Patent No. 5,588,564, discloses an apparatus for providing a mist of 
a liquid to the surface of the eye. Hutson, like Hahn, does not disclose the administration of 
water as a moisturizing agent for the surface of the eye. Rather, Hutson discloses the delivery of 
"a fluid" (see Abstract, and column 2, line 6), an "eye wash solution" (see column 1, line 51), or 
"an eye solution mist" (see column 1, line 65). Additionally, Hutson is silent as to the volume of 
liquid that is dispensed to the eye. 

Embleton et al (WO 97/23177) has been discussed in several past amendments 
filed on July 9, 2001, January 9, 2002, July 25, 2002, and December 9, 2004. Embleton teaches 
away from the present invention which calls for spraying a mist as Embleton discloses the 

3 
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necessity of administering the fluid as a jet or stream. Further, Embleton does not disclose the 
administration of water. As argued by Applicant and as testified to by Dr. Rachael Garrett in her 
Declaration filed on December 18, 2001 , the disclosure cited by this Examiner and the previous 
Examiner does not refer to administration of water, but rather to administration of a treatment 
fluid based on water. 

Accordingly, Applicant respectfully submits that the prior an does not disclose or 
suggest the present invention and that the Examiner has failed to establish a prima facie case of 
obviousness. 

In addition, Applicant submits that, even if the Examiner has established prima 
facie obviousness of the claimed invention based on the prior ait, Applicant has overcome this 
basis of rejection by the submission of numerous Declarations, The following Declarations have 
been filed which, it is submitted, are sufficient to overcome a finding of prima facie obviousness 

Declaration by Dr. Philip Paden, submitted January 30, 2004, testifying that the 
present invention is a departure from previous accepted doctrine in ophthalmology. 

Declaration by Dr. William Mathers, submitted January 30, 2004, testifying 
regarding unexpected advantageous properties obtained by the method of the invention. 

Declaration by Dr, Darwin Liao, submitted January 30, 2004, testifying regarding 
unexpected advantageous properties obtained by the method of the invention. 

Second Declaration by Dr. William Mathers, submitted May 10, 2005, testifying 
that the invention addresses and solves a long-standing unresolved problem pertaining to the 
treatment of patients with symptoms due to dry eyes. 

4 
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Applicant also has submitted, with the Amendment filed on January 30 > 2004, an 
article in Exchange & Commissary News, 43(1 ):6 (January 15, 2004) thai discloses that the U.S. 
military is using a commercial version of the invention and is supplying it to troops in Iraq who 
have found it to be superior to other products in moisturizing their eyes in that harsh desert 
climate. This establishes the commercial success of the invention and acceptance of the product 
embodying the invention by the marketplace. 

Applicant submits, accordingly, that even if the prior art establishes prima facie 
obviousness of the invention, Applicant has submitted evidence sufficient to overcome such prima 
facie obviousness. 



Conclusion 

Applicant submits that the Examiner has failed to establish a case of prima facie 
obviousness of the present claims and, if the Examiner has established prima facie obviousness 
evidence has been submitted that is sufficient to rebut the finding of prima facie obviousness. 

Respectfully submitted, 




Howard Eisenberg 
Reg. No. 36,789 
2206 Applewood Court 
Perkasie, PA 18944 
(215) 453-9237 
Attorney for Applicant 

CERTIFICATE OF TRANSMISSION/MAILING 
I hereby certify that this correspondence is being facsimile transmitted to the Patent and Trademark Office at (571) 
273-8300 or is being deposited with the United States Postal Service with sufficient postage as first class mail in an 
envelope addressed to: Commissioner for Patents, Box 1450, Alexandria, VA 22313-1450 on February 27, 2006. 



Dated: February 27, 2006 

Howard M. Eisenberg 
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